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Amendment and Response Page 2 of 1 S 

Applicant(s}: Dominic E. COSGROVE 

Serial No.: 09/970,318 

Confirmation No.: 1885 

Filed; 03 October 2001 

For: TMMUNODIAGNOSTTC DETERMINATION OF USHHR 

SYNDROME TYPE IIA ^ 

Amendments to the Claims 

This listing of claims replaces all prior versions, and listings, of claims in the above- 
identified application: 

Listing of Claims 

1 . (Cuirently Anoended) A method of determining whether an individual has or is at risk for 
developing Usher syndrome Type Ila, the method comprising: 

obtaining a biological sample from the individual; 

incubating the bioJogical sample with at least one antibody which is 
immunoreactive with at least a portion of a human usherin protein having SEP ID NO:4 -under 
conditions efFeciive id produce an immunoconjugate if the usiierin protein is presen t r whe r ein a 
coiiiplejiiciit uf A pol>iiucl eo tidc encoding Hie ushcrii rp rotcin is capable of hybridizijxg t o t he 
poI;yiiadLutide icprc^nt e d by SEQ ID NO:3 und e r higlily stringent hybridization condi t ion s; 

evaluating for the presence or absence of the immunoconjugate; and 

correlating the presence of the immunoconjugate with the individual not having 
Usher syndrome Type Ha, and the absence of the iminunoconjugate with the individual having 
or being at risk for developing Usher syndrome Type Ila. 

2. (Currently Amended) The method of claim 1 wherein the biological sample is selected 
from Ihe [groupconsisiing] group consisting of at least a portion of testis, cochlea, 
epididymus, ovary> eye, uterus, heart, pancreas, prostate, skin, placenta, spleen, 
$ubn>axillary gland, small intestine, large intestine, blood vessels, and combinations 
thereof. 

3. (Original) The method of claim 1 wherein the at least one antibody is detectably labeled. 
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Applicant(s): Domtnic COSGROVE 

Serial No.: 09/970,318 

ConfirmalionNo.: 1885 

Filed: 03 October 20O1 

For IMMUNODIACNOSTIC DETERMINATION OF USHER 

SYNDROME TYPE IIA 

4. (Original) The method of claim 3 wherein the detectable label is selected from the group 
consisting of radioactive labels^ non-radioactive labels, and combinations thereof. 

5. (Original) The method of claim 1 wherein the antibody is a monoclonal antibody, a 
polyclonal antibody, or combinations thereof 



6. (Original) The method of claim I wherein the antibody is immunoreactive with a 
polypeptide selected from the group consisting of SEQ ID NO:] , SEQ ID N0;2, SEQ ID 
1M0:4, and combinations thereof, 

7. (Original) The method of claim 1 wherein the polynucleotide encoding the u$herin 
protein is represented by SEQ ID N0:3. 

8- (Currently Amended) A method for detecting the presence or absence of an usherin 
protein^ the method comprising: 

obtaining a biological sample; 

incubating the biological sample with at least one antibody which is 
immunoreactive with at least a portion of a human usherin protein having SEQ ID NO:4 under 
conditions effective to produce an immunoconjugate if the usherin protein is present- wh e i r ij ra 
compkmcnt of a p o lyiiULlc^otidL encoding tlic uslicrin pn ^ tein is capable of hybridizing to the 
pol> T iuck o tidc icpi - escntcd by SEQ ID N0:3 unde r higlily j>tringcnl Ij^bridizaliun conditions ; 

evaluating for the presence or absence of the immunoconjugate; 

correlating the presence of the immunoconjugate with the presence of usherin 
protein, and the absence of the immunoconjugatc with the absence of the usherin protein. 

9. (Withdrawn) The method of claim 8 wherein the biological sample is selected from the 
group consisting of at least a portion of testis, cochlea, epididymus, ovary, eye, uterus. 
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Appnc<mt(s): DoiTiiiiic E. COSGKOVE 

SeriidNo-: 09/970,31? 

ConfirmalionNo.: 1885 

Filed: 03 October 2001 

For: JMMUNODI AGNOSTIC DETERMINATIOlSJ OF USHER 

SYNDROME TYPE IIA 

heart, pancreas, prostate, skin, placenta, sspleen, submaxillary gland, small intestine, large 
intestine^ blood vessels, and combinations thereof. 

1 0. (Withdrawn) The method of claim 8 wherein the antibody is deiectably labeled, 

1 1 . (Withdrawn) The method of claim 1 0 wherein the detectable label is selected from the 
group consisting of radioactive labels, non-radioactive labels, and combinations thereof. 

1 2. (Withdrawn) The method of claim 8 wherein the antibody is a monoclonal antibody, 
polyclonal antibody^ or combinations thereof 

1 3. (Withdrawn) The method of claim 8 wherein the antibody is imniunoreactive with a 
polypeptide selected from the group consisting of SKQ ID NO;U SEQ ID N0:2, SEQ ID 
NO:4, and combinations thereof. 

14. (Withdrawn) The method of claim 8 wherein the polynucleotide encoding the usherin 
protein is represented by SEQ ID NO:3. 

15. (Currently Amended) A method of delennining whetlier an individual has or \s at risk for 
developing Usher syndrome Type Ila, the method comprising: 

obtaining a biological sample from the individual; 

incubating the biological sample with a first antibody and a second antibody that 
are immunoreactivc with at least a portion of a human usherin protein having SEP ID NO:4 
under conditions elTective to produce an immunoconjugate if the usherin protein is present; 
whe r ein a complcniajit of apoiynucki^tidc encoding t he ushe r in pro t ein iA capable of h^biidizing 
to tlic pol>imc1e ot ldi: icp r escji t cd by SEQ ID NQ : 3 under highly stting^nt hybrid i zation 
trtmditiotts; 
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Appiicajil(s): Dominic E. COSGROVE 

Serial No-; 09/970,318 

Confirmation No.; 1885 

Piled; 03 October 2001 

For: IMMUNODIAGNOSTIC DETERMINATION OF USHER 
SYNDROME TYP£ IIA 

evaluating for the presence or absence of tlie iromimoconjugate; and 
correlating the presence of the immunoconjugate with the individual not having 

Usher syndrome Type lla, and the absence of tlie imnimioconjugate with the individual having 

or being at risk for developing Usher syndrome Type IJa. 

16. (Original) The method of claim 15 wherein the immunoconjugate is a sandwich 
comprising the first antibody, the second antibody, and the human usherin protein. 

17. (Original) The method of claim 15 wherein either the first antibody or the second 
antibody has an attached detectable label. 

1 8. (Original) The method of claim 1 7 wherein the detectable label is selected from the 
group consisting of radioactive labels, non-radioactive labels, and combinations thereof. 

19_ (Original) The method of claim 1 5 wherein at least one of the first or second antibody is 
a monoclonal antibody. 

20. (Original) The method of claim 1 5 wherein the first antibody is a monoclonal antibody 
attached to a solid surface and the second antibody is a polyclonal antibody with an 
attached detectable label. 

21 . (Original) Tlie method of claim 20 wherein the detectable label is selected fix)m the 
group consisting of radioactive labels, and non-radioactive labels, and combinations 
thereof. 
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22. (Original) The method of claim 15 wherein the tirst or second antibody is 

immunoreactive with a polypeptide selected from the group consisting of SEQ ID NO;l, 
SEQ ID N0:2. SEQ ID NO:4, and combinations thereof 



23. (Original) The method of claim 15 wherein the polynucleotide encoding the usherin 
protein i$ represented by SEQ ID N0:3. 

24. (Withdrawn) A test kit for detecting the presence or absence of Usher syndrome Type lla 
in an individual comprising; 

an antibody that immunoreacts with at least a portion of a human usherin protein, 
wherein a complement of a polynucleotide encoding the usherin protein is capable of hybridizing 
to the polynucleotide represented by SEQ ID N0:3 under highly stringent hybridization 
conditions; and 

a detectably-labeJed usherin protein. 



25. (Withdrawn) Tlie test kit of claim 24 wherein the antibody is a monoclonal antibody, a 
polyclonal antibody, or combinations thereof, 

26. (Withdrawn) ITie test kit of claim 24 wherein the antibody is attached to a solid surl^ce. 

27. (Withdrawn) The test kit of claim 24 wherein the detectable label is selected from the 
group consisting of radioactive labels, non-radioactive labels, and combinations thereof 

28. (Withdrawn) The test kit of claim 24 wherein the antibody is immunoreactive with a 
polypeptide selected from the group consisting of SEQ ID N0:K SEQ ID NO:2, SEQ ID 
N0:4, and combinations thereof. 
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Applicant(5): Dominic E. COSGROVE 

Serial No.: 09/970,318 

ConfirmatjonNo.: 1885 

Filed: 03 Ociobcr2001 

For; JMMUNODIAGNOSTIC DETERMINATION OF USI4ER 

SYNDROME TYPE IIA 

29, (Withdrawn) The method of claim 24 wherein ihe polynucleotide encoding the usherin 
protein is represented by SEQ ID NO:3, 



30. (Withdrawn) A test kit for detecting the presence or absence of Usher syndrome Type Ha 
in an individual comprising: 

a first antibody that immunoreactg with a portion of a human usherin protein; and 
a second antibody that immunoreacts with a portion of a human usherin protein; 
wherein a complement of a polynucleotide encoding the usherin protein is 

capable of hybridizing to the polynucleotide represented by SEQ ID NO:3 under highly stringent 

hybridization conditions. 

3 1 . (Withdrawn) The test kit of claim 30 wherein either the first antibody or the second 
antibody has an attached detectable label. 

32. (Withdrawn) The test kit of claim 31 wherein the detectable label is selected from the 
group consisting of radioactive labels, non-radioactive labels, and combinations thereof. 

33. (Witlidrawn) The test kit of claim 31 wherein at least one of the first or second antibody 
is a monoclonal antibody. 

34. (Withdrawn) The test kit of claim 3 1 wherein the first antibody is a monoclonal antibody 
attached to a solid surface and the second antibody is a polyclonal antibody with an 
attached detectable label. 

35. (Withdrawn) The test kit of claim 34 wherein the detectable label is selected from the 
group consisting of radioactive labels, non-radioactive labels, and combinations thereof. 
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36. (Withdrawn) The test kit of claim 3 1 wherein the first or second antibody is 

immiinoreactive with a polypeptide selected from the group consisting of SEQ ID NO:l 
SEQ ID N0:2, SEQ ID N0:4, and combinations thereof. 



37. (Withdrawn) The test kit of claim 3 1 wherein the polynucleotide encoding the usherin 
protein is represented by SEQ ID NO:3. 

38. (Withdrawn) An antibody that immunoreacts with at least a portion of human usherin 
protein under conditions effective to produce an immunoconjugate if the usherin protein 
is present, wherein the absence of an immunoconjugate correlates to the diagnosis of or 
the individual being at risk for developing Usher Type Ila syndrome, and wherein a 
complement of a polynucleotide encoding the usherin protein is capable of hybridizing to 
the polynucleotide represented by SEQ ID NO:3 under highly stringent hybridization 
conditions. 



39. (Withdrawn) The antibody of claim 38 wherein the antibody is a monoclonal antibody, a 
polyclonal antibody, or combinations thereof, 

40. (Withdrawn) The antibody according to claim 38 wherein the antibody is 
immunoreactive with a polypeptide selected from the group consisting of SEQ ID NO: 1 , 
SEQ ID N0;2, SEQ ID NO:4, and combinations thereof 

41 . (Withdrawn) The antibody according to claim 38 wherein the polynucleotide encoding 
the usherin protein is represented by SEQ ID N0:3. 
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